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Why actively involving patients in research? 

Ethical argument 

 In a democracy patients have the 
right to speak for them selves 

Content argument 

 Experience based knowledge 
makes research outcomes more 
relevant and fitting better with 
the context of daily life 

Political argument 

 Legitimacy and chances for 
implementation increase 

Empowerment of patients and 
researchers 

 
Source: Abma & Broerse, 2007 

Control in science 
 

Patient participation in theory and practice 
 

Abma & Broerse 
2007 



Evidence Based Medicine 

“The integration of best research evidence with 
clinical expertise and patient values” 

Sackett D, Straus S, et al. Evidence-based medicine. How to 
practice and teach EBM. Edinburgh: Churchill Livingstone; 2000  
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Factors determining the patient role: 

Aim of the project 

Type and scope of the project 

Desired level of participation 

Phases in the research process 

Competences of the patiënt 

Competences of the professional 

Available time and budget 
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“O utcome  ME asures  in  
R heumatoid  A rthritis   

C linical  T rials” 

 
Outcome Measures in Rheumatology 



OMERACT – Biannual worlwide conference 

 First conference in 1992 in Maastricht 

 Aim: To achieve consensus about endpoints for 
clinical trials in rheumatology 

 Characteristics: 

• Data-driven, iterative consensus process 

• Inclusive, interactive, non-commercial  

• A broad stakeholders approach 

Tugwell P, Boers M, OMERACT Conference on outcome measures in Rheumatoid Arthritis clinical trials: 
Introduction, Jrn of Rheum 1993;20:3 528-530. 



OMERACT agrees ‘core sets’ for measuring 
outcome in rheumatic diseases 

At OMERACT 1 (1992) the core set for rheumatoid arthritis 
(RA) was agreed 

– Pain 

– Swollen joints 

– Tender joints 

– Physician global assessment 

– Patient global assessment 

– Physical function 

– Acute phase response 

M. Boers, P. Tugwell, D.T. Felson, et al , World Health Organization and International League of 
Associations for Rheumatology Core Endpoints for Symptom Modifying Antirheumatic Drugs in RA 
Clinical Trials , Jrn Rheum 1994, 21, WHO/ILAR suppl. 



Why involving patients in 
outcome research? 
 In 2000 OMERACT participants discussed the definition of 

a ‘clinically important change’ in response to treatment. 

 In the final voting session participants agreed that this 
questions could only be answered by patients.  

OMERACT 5 

For OMERACT 6 (2002) 
11  patients were 
invited to review the 
OMERACT core set. 
 
 



What has been the impact of 
patient participation in 

OMERACT? 



Objectives of my evaluation study 

• To evaluate the contributions of patient research 
partners to the process and results of OMERACT 
conferences since 2002 – as reported by 
participants. 

 

• To describe and analyze how OMERACT has 
organized structural involvement of patient 
participants as collaborating partners in its 
conferences between 2002-2012 and how 
participants responded.  



Methods 
 Literature review: thematic content analysis of  

• OMERACT proceedings 1992-2010 

• Grey literature, policy documents and correspondence 

 

 38 Qualitative interviews (2010) 

• 16 professionals (including representatives of pharma 
and support agency) 

• 16 patient: 8 patients for the first time (3x3) and 8 
patients for the second or more time attending O. 

 

 Inductive thematic analysis of interview transcripts 





The example of fatigue in RA 

Early descriptions at OMERACT 6 & 7 led to 
substantial qualitative research establishing the 
importance of RA fatigue 
 
“Fatigue is overwhelming and different from 
normal tiredness; it permeates every sphere of 
life; and self-management is variable, but 
professional support is rare” 
 
Hewlett S, et al. Patients’ perceptions of fatigue in rheumatoid arthritis: overwhelming, uncontrollable, ignored. 
Arthritis Rheum 2005 
Nicklin, J., et al., Collaboration with patients in the design of patient-reported outcome measures: Capturing the 
experience of fatigue in rheumatoid arthritis. Arthritis Care Res 2010. 



Qualitative work showed that measuring fatigue adds new 
information to the existing core set for RA 

Pain 

Patient 
Global 

Disability 

Tender 
Joints 

Clinician 
Global 

Swollen 
Joints 

Fatigue 

Rheumatoid 
Arthritis 

John Kirwan, 2006 



Contribution of different variables to 
measuring rheumatoid arthritis 

Pain 

Patient 
Global 

Disability 

Tender 
Joints 

Clinician 
Global 

Swollen 
Joints 

Fatigue 

Rheumatoid 
Arthritis 

Green: Variance in measure 
that cannot be explained by 
variation in the other 
measures 

Red: Variance in measure 
that can be accounted for 
(explained) by variation in 
the other measures 

John Kirwan, 2006 



 
“We were first discussing on fatigue and to be honest I 
never ever had before heard of fatigue being a 
problem in rheumatology. So it got into my mind and 
then I got thinking about it and then, when I was back, 
I asked patients if they felt fatigue and I got nearly a 
100% positive response. So it was like a coming out, 
you know. I listened to the patients before but 
bringing it to a specific topic, that was really what I 
learned at OMERACT.” 
 
(Quote researcher/practicing rheumatologist) 
 



Result 
• Fatigue was added to the core-set, to be included as 

outcome in every new clinical trial in RA. 

• More powerful instruments for measuring fatigue in 
RA have now been devised, and are increasingly used 
in clinical trials. 

This would never have 
happened without the 
direct involvement of 

patient delegates in the 
OMERACT process 

 



What has OMERACT done to make 
patient participation work? 

FACTILITATORS 





Five main facilitators 

1. Strong leadership commitment and the 
presence of change agents 

2. A clear selection procedure of research 
partners 

3. Inclusive consensus-based conference 
design 

4. Individualised and self-organised support 

5. An interactive and encouraging 
moderation style during discussion groups 



1. Strong leadership commitment and 
the presence of change agents 

Endorsement by key opinion leaders 

The presence of change agents 

Making patient participation an integral part of 
the vision, structure and program of OMERACT 

Acknowledgement of contributions 



Overarching principles (2014) 

A. OMERACT values the experiential knowledge of patient 
research partners as critical to outcome research. 

 

B. Engaging patient research partners as integral stakeholders 
throughout the research process is a fundamental OMERACT 
principle. The level of involvement may vary. 

 

C. OMERACT participants subscribe to the principles of trust, 
respect, transparency, partnerships, communication, 
diversity, confidentiality and co-learning with respect to 
patient / stakeholder involvement in research.  

99% agreement  



2. A clear selection procedure of patient 
research partners 

Recruitment through the participating physicians 

Proportional representation 

Formulating selection criteria 

Facilitating the learning curve of patient research 
partners 

 

 



 
Representativeness  

A responsibility of the entire research 
team 

Primary task of the principal investigator 
and the patient research partners 

Patient research partners never 
represent the entire patient community 

Representativeness should be sought in 
the applied research methods 

 



3. An inclusive, consensus-based 
conference design 

Spirit of OMERACT 

Multistakeholder approach 

Full and equal participation 

Interactive breakouts 

Structural and long term involvement 
promotes sustainable input 

 



4. Individualised and self-organised 
support 

Patient research partners working in couples  

Suitable introduction and personalized training 
and support: Information patient pack before 
the start; Glossary 

Preconference involvement 

Prevention of overburdening 

 

 



Facilitate researchers 

32 



EULAR  
Patients as task force members 



FIRST model 
Practical tools for enabling patients to 

contribute to the project 



Roadmap for priority 
setting in health care 
development and research 
 

a) Exploration 

b) Consultation 

c) Prioritization 

d) Integration: Engaging 
and dialogue 

e) Programming 

f) Implementation 

 
Abma & Widdershoven, 2006, Lemma 

Abma & Broerse, Health Expectations, 2011 



5. An interactive and encouraging moderation 
style during discussion groups 

The role of moderators to create an open 
dialogue in small group discussions is pivotal 

Clear communication and deliberate 
encouragement 

Fostering mutual learning processes will 
enhance the emergence of relational 
empowerment 

Sensitivity to patient values 
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Summary: Conditions for participation 

Participation is a process 
The role of the principal investigator is key 
in providing adequate support to patients 
Participation should always be tailor made, 
there is no concept that fits all  
It requires multiple forms of participation 
It requires always an extra effort: in time, 
money and energy 
A structural approach guarantees 
sustainability 
Willingness for mutual learning 
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